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vTi ttxe present. 

. « 84-93 arxd 123 are pending 
Claims 84 9^ „r-ovisionally re^ectea, 

application. Claim 84 prov- _^^^ ^,,^le 

^«at-ed doctrine ot oo^-^ «oolication 

patenting as ^'■"^ 

10/162, 10«- . are provisional^ 

x„ addition. Clax», 8* ^^^^ 

---''^":rr.e- "3 are rejected under 3S 
Further, Claims 
„SC IW, second t-"'"^-^,.,, ^ 123 are rejected as 
^ditionallV. ,s obvious, over 

anticipated^ or » t^ ^^^^ ^^^^^ or 

ns Patent No- 6,4si,^ et al- 

7s .atent «o. ^---*^'J^^"rre olearl. re.leot t^t t.- 

^-1 4™ 85 was amended to n«« n-to^^tanol • 

Claim 85 was. ^ azithromycin was n 

,,aed to malce "form O a clarify the 

solvent usea further ciarisy 

Claims 86-93 are amended ^^.^^^ 

..citation of t^e '/^ ,^i= a.,^n<=- 

. ^^ggj^ added oy 04-93 and 

«o new matter ^..^ing Claims 84 

The Examiner's re3ec ^^^^ ^^.e 

123 shall now be addres 

patenting 



proviso 



onal 



Reiection_of_ClaiSL^ 



createdDootrinS-i^ . 

'type doul^le patenting 
tn. doctrine o. ---•'^^ri'dron »o. 10/lsa,loe. 
„.r clai» 32 o. oon.li=ti«. clai». 

^H. =xa»iner states that t „„^i. aistinct 

„t identical . tnat they are 



Dou'ble 



rejected. 



84 
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. the co-pending e^pplication is noc 
^ecaus. tVxe claim of the ^^^^,^e ^ut: encon«>asses 

Xi.i.ed .o pure 
X. n,wtures clainved in Claim • Examiner 

aeterminlM x£ tnx oWiousn^ss test . 

double patenting a invention 
sp,=i««ily. t.. t.st «o.^ ,,,x.«ti=n is ot^ious 

,.,=.i.e. in =i-;« 
in view o* elalw J 

10/152.106. application NO. 10/152,106 

Claim 32 of «-pena.n, ^^^^^g^uj^j^^g £o«. O. 
«citss orystalline ^^S^^^^^i;;;;;:;rr«^tes an 

Clai- S4 o£ t.. -^f;3^„,,>.o=.cin ai.va.ata an. 

„ithrowcin ■"^""''^ aiitMowoin or 
on. or »ora hydrate/aolvataa o 

.,i.«o^in 3tat«.ent, t^e """ '^ 

contrary to th. Exa»in co-pending dai". 

preaant Clai. 8* i= -t o--- -^,^ ,„,,est 

32 .ac.ua, oXai» 32 -^^t. ot.er .v-ata or 

<.i«»" °' ^^^^^^"^"^^^^^r . Clai» 32 doas not 
.olvata o£ of .xitMo^yoi" 

diacloa, or au«aat any m.xtura 

aea<^iW-«" ""'^rdl^nataa t^ P-ent clai. - 

^.Har, =lai» 32 only ^,„^drate mixture 

in e,<i=odi««t Whan tha » ^ ponanation, in 

,,30 containa ""''■^7;!^;^,::iii„ ,Sae m r. Kaplan, 
l„alf , .o- not na..ta ^ta ^^^^ ^ 



i«alt, „^ „p„ eOM . 

789 F.2d at 1577 
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, in. 84 in not properly rejected for 
^eretore, claim 84 -- ^^^^^ pe^^enting over 

,....iallV-crea.e.^^io---^ 
Claim 84 of co-pendxng ftPPi 



ectxori 



of rAaims 84-93 



Doctrine 



-Type 



Double 



^ase^ ,.ec.ea Claims 84-93 

examiner .as ---^^^^HttLusness-tVPe dou^^e 
123. under t^e doctrine of o 
patenting, over claims ^-^' 2. n^^a Examiner states 

^.pendin. Application -^J'J^'^ .aentical, t^at 

,^at t^^ou.. ^ea.se t.e claims of tne 

tlxey are not P-^--^^^^^" .^^^ted to isolated 

^-pending ^^^^^^^^^^^^^ ^^^^.ures claimed, 
compounds but encompasse 

ClSiSS-^^^^^-^'^-^ ^.nt is incorrect as the Examiner 
;;^7^iner's arguiftent ^^^^.^ype double 

o^atutory obviousness type 
has confused non-statutory 

patenting «ith domination. ^^.p^tiding Application 

- tbe present ^^^^^j; .ate, t.e test for 

were '^^^^J^^^^^,,,^ obviousness -type 
determining if tbxs obviousness test. 

described :i-n ^J-a claims 1-7. ^» 

cyclonexane , tetrariy 
solvates of azitbxomycin. 



94-96 
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, , the preset »ppli""=° 

and one <•« "«>"^* , 

present clalM 84-86 « " be„u=e th.se co- 

tlai-os 1-^. •'S-"' T or suggest 

pe::^^, cxa.»s .o n=^ ^^^t^Tor. ..-at. o. .o.vate 

..ia^SS^^Si^^^if^ :„.pe^.„, =.a^ ao not 

azituroinycin. F^^^ fixture of azithroiaycin 

<aisclo8e or suggest dihycirate. 

,e.^i^y^— -^^^ '"ItX only ^ox^— ^^^^^ 

exalts 84-86 an<. 123 ^^^J^^^^^ cyclo^axane, 
....^ro^ycin ecHe. solvates of 

cetra^^ydrofuran or tert buty ^^^^^^ ^^^^ 

V, o^vciu. However, dom.natn.oxx, ^^^^^,8 
azitlxroinycxii. Kaplan, 789 F.^a 

negate patantabil.t.y (See 

and MPBP 804) - ^23 are not properly 

«.erefore. t^e Claxras 84 8 double , 

^ ^r.r- iudicially-created oovi .,3-124 of co- 

rejected for Duai 7P_83, 94-96 and 123 

patenting over C ^0/652, 962. 

pending Application Nc 

ClSiS^-S^ ...^ as recited in ClaitCiS 87-93, 

^^^^^^^"^^.treTfT;it.ro.ycin dlHydrate .it. 
relates to a rtixxture azitHromycxn 
„.t..o^=in ethano. .«ooX aoX.ate 

ses<iaiby«ate £on. G. a ^ „ 

£o» H. azithromycin Howev«. Cl..»s 

a.ithro^oi- ^'=''°Ti«l2 =o-P»..« «px-a^^- ^ 

R-^ 94-96 and 123 i^** 
1-7, 79-83 » 
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aucrgest any o£ tlie 
^ disclose oir s^gy Further, 

aforementioned «xcnroTO= ^^^^ o£ co-pena=.M 

^ rl " . -setose s...es. 

^.iKCures of azltl..o««yc.n a. y . 
..o.e.en.ioned -i--^^; ::',,....c.n di.va.a... w... 

of ^--7r 0^'r.:./o:;:in p.op.Xe.e ...CO. soxva.. 

sesauihV<^--« ^^'n-propanol solvate to.. ^ 

form H, azitlxroTnycn n are not properly 

^4*. isopropanol solvate lo Rouble 
azitViroiny<==Lti isop *- ^^^ed obviousness -type 

^ -iudicially-c^®*^®*^ °" 123-124 of co- 

rejected for 3Udic ^ ^ 123 

p^t:enting over Cla^^ns ' ^^^^^^2- 
pending Application No. 

• .tion of^lair^-^i:^^^-^^^-^ 

... E^axniner bas ^^^^^^^^J^ ^^'^^ indefinite. 
..der 3S use -^-^rtrrd tbat tbe ter^ -o- -; 

specifically. .,or«ia", ^^or. . «fo^ O , 

^ ^ -p- -form G", ' _„t recognized 

-form F , to ^^orm A" are not art 

r,« "form a'^*^ ^ ^v.*i- there was no 

-form Q", ^'^'^ „„^Tier stated tbat tnetw 

..«ns Furtber. tbe Examiner s ^^^^ ^„ ^^^^^j, 

terms. gg for tbe term 

antecedent basxs xn CI 

.as recited in -^^''^iX^r^.r ' s statements, Claim. 36-93 
responsive to tbe Exa^ «form D- , 

prided to furtber clarixy ^ ^ m- «form O' 

^ve been amended ^^^^^ j„ ^ „ , 



amended to furtber -^^^^ ^ , .form O" , 

- ^form ti » 

1/ ^form R" an<i "^^"^ ^" ' ^^er 35 X3SC 112, 

form Q . ^^^^ rejection under 

Tlaerefore, tne fc* 
second p«aarapn. is now »oot. 
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n o 



35 USCj:OBi^ 



35 



under 



Tixe Exazainer ^as rejected ^, or in 

> as being inherently J ^^^^ous in view 

use 102 la) as b ^^^^^^ bexng ^tda et 

-.♦-4^re under 3 3^-^ ^ ^^^i-er "^Bayod 

.1.., or OS P.«nn so- 

formatxon oi- witn acetone 

rrriU msucap^ocess. 

CO^^^-^^^^^eifvention, a. r.c.ted in ^^^^^^^^^ 
^.pplicants ^^^^^ a^ithror«ycxn dxl«/dr 

'^Tdrate/ solvates of a.i^-o.ycin^ ^^^^^^ 
or more V^ydrate/ .^er's assertion. B y ^^^^^^ 

contrary to the ^ . 

. «1 do not disclose or ^^^^ ^^^^^tes of azxtlxronry 
^ one or txvore l.ydrate/so ^.^^lose nor 

dihydrate and one . xxexther ^ 

-fically- Bayod Jasana .^^^omycin fortaed ^ 

crystalline — ^y 

^ri^ation fro. --'^^^7^/; ....-^utanol solvate 
recrystalli ^^^^ein. contaxns a ^^^^ ^^^^ 

process descrxbed t ^^^^^ 
of azicnrowycxn. 
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^ r^f formed recrystallJ- azithrowycin 
tne product form ^^^^one, «as crystalli*^® a 

^^vi--t>utanol, or acetone, ^^tes no otner 

from tert-ouiiou Bxaroiner ca.tes w 

.i.vdr..e. — ^:;%^rsuc. a terc-^utanoX solvate, or 
references w^icV. ^^^^ ^ formed ^^xs 

acetone solvate, would ^^^^^^ a presumpt^-on . 

Therefore, the Examiner n solvent in a 

process. There ^^^^ ^ge o£ a 

....out ...thro^cm to .o- 

process, for -^^^^^^ inherently produce 

azithromycin dxhy solvent. 

said -crystall..atxon SOX ^^^^^^^^^^ ^^^^ 

^1,,,, mixtures of az.thr y ^.^.cipated 1:>y or 

,r.in hydrate/ solvates are n 
azithromycin nya 

Bavod Jasanada ec « 
obvious over Bayo« 

£iSi2S_86:^ ^3 recited in Claims 86-93 . 

'"^Tf t'lthromycin dihydrate with 
relates to a mixture of azithromycin 

•« cvclohexane solvate .v,„rt-cate form G. 

azithromycin cycio v>vcomycin sescjuihydrate 

e«„n»l solvate fo- '"/"rriv^.e fo«. B. «i.n.c«,=- 

torn «. .zir«o,^"" „l.«o™=in «r.->=u.yl 

«„,.V.ro.u.an «lv.«Jo» 0 ^^^^ 



al. do not ^,^^=tes. Further, — 

dihydrate with any 

„V »£ '"^""T tl solvate F. a".^>»°»»'"'' 
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sesgailayd^^*^^ °' «,oT>anol solvate form J, 

.o«n H, -^-^^^^"^rrtotvate tor. azit^ro^cin 
a^it^on^cin i-^^f^^ ,,i,,u:oraycin .etrahydrofuran 
toutanol solvate form O. az ^etlxyl etlaer 

. r« form Q or azithromycin ^« obvio^as over 

' f ^ K are neither anticipated hy or 

solvate form 

_ 9— a 1 - 



Bayod Jasanada eC al 



^t^lSSL^^^ disclose 

. also stated that Allen et al. d 
Tjhe Examiner axs >,thvdrate from 
^he preparation ^ asser«d 

- .or«a..o. o-^- ^^^^ „„^.«...an »ou.. 

SiSiES^4;^2S-fii4-±21 ^ ^ ,„ Claims 84-85 an* 

^^^TI^^ inv«,.ion. as ^. ^ ^wara« ana on, 

reiaues .o a -^"-"//^t^So^ci- 
„ ^„ wara«/=olva«s o£J- ^,xen « .1. ^ 

contrary to tn. «it«on^=in ai^at, 

not disclose or sugs asitMoiwcin. 
^ one or .-ore '«^"";;';;tt^er disclose nor suggest 

Allen s.^ ' ^ 
specifically. .,Moito«:in Eormed by 

the crystalline "-^/J^^^,,,^, ^ the P-ces. 
recryst.lli"'i°- tro- ^^^,^^,of uran solvate of 

aescri«d - T ^'^ """" 

„lthrowcin. Ratne .^ithro»yein £ron 

forced by '=-'='^""" t!, , a,itl.ro<^in dihydr.te . 
„trahydro£uran was „^ „£.rences which 

^ther^- -*;rtrXd::£uran solvate would inherently 
teach that such a te 
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i^ere«ly produce a solvate 

solvent. „i.MOinyoin dihyaiate. with 

Tbu., »i.='t--« °^ !r°«e neither anticipated W or 
a^ithro^ci- warate/eolvatee are 



olwious over Allen al 



Cla3JtS_82ri3 . recited in Claims 87-93. 

relates to a mixture azithromycin 
......o«.cin et.anol ---^^^^ ,,,.ol solvate 

^esquitxydrate forr. G, ^^^^^^ £,rm J or 

H, azit^o^ycin „.wever.. ^H- et 

azitixroxaycin isopropanol sol ,£orem^tioned 

^ Atsclose or suggest any 
^i. do not discio hydrates. Further. Allen 

azitlirotcycin solvates .^^^^s o£ azithromycin 

. «ot disclose or suggest mixtur .^^throtttycin 
do not disc aforementioned azit 

dihydrate with any of tHe 

solvates or hydrates. ^^i^^^roftycin dihydrate, with 

.ri^erefore. mixtures of a azithromycin 

any of ^--7-V"artLrrin P^opylene glycol solvate 
sesouihydrate ,,,, .olv.te form ^ or 

.orm K, ^-™;;;ri s:ivate form - — ^ 

o.vious over Alien 



^^^^^^,3 respectfully submit 
Xn view of the ^^^^^^^^ \„^,r the judicially 
.^^t the E^caminer's rejections. 
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allowance t>e x» 
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